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Response to Amendment(s) 

Applicant's response on August 1 1 , 2008 filed in response to the Office Action 
dated April 10, 2008 has been received and duly noted. 

Applicant is respectfully reminded that it is required that all claims be amended to 
elected group. Examiner also warns Applicant not to introduce new matter when 
amending. 

In view of this response, the status of the rejections/objections of record is as 
follows: 

Status of the Claims 

Claims 7-9, 12-13, 18-20, 22 and 33 are pending and rejected. 
Claims 1-6, 10-11, 14-17, 21, 23-24 and 34-39 have been cancelled. 
Claims 25-32 are directed to non-election subject matter. 

Response to rejections: 

35 use §112 Rejection(s) 

The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

The 112-1^' rejection of claims 7-9, 12-13, 18-20, 22 and 33 regarding the scope 
of enablement for R1-R2 and R6-R9 have not been overcome in view of Applicants 
amending the claims. As described in previous Non-Final Office Action, R1-R2 and R6- 
R9 is not enabled to be the entire scope as claimed (more specifically the terms 



Application/Control Number: 10/542,759 
Art Unit: 1625 



Pages 



optionally substituted, heterocyclic, aryl and heteroaryl groups). Additionally, Examiner 
notified Applicant that instant claims were only enabled where R13 and R14 being only 
H - not the full scope as claimed. 

Applicant argues that there is "tremendous" support exists for heterocyclic, aryl 
and heteroaryl groups as claims. However, Examiner would like to point Applicant 
definition of such claimed terms. According the Specification definition of said terms as 
defined in the Specification (pages 5-7) is as follows: 

Vm lerm "aryr to momjc^c or bJc^e &mm'^ hf^^o^mbm gitjups hav&ig g to 12 
cadJOft atoms in m ling pofUmt, stid> as phen^, naphthyl, teii^iwaph«*yi, biplws^art^ 
d^pheniii mim. ^mn t^ mc^ may of>tosi:fji- ba sufes^ltttsd by one to fern sa^^yarrts 
«U«h m alk^, hato, h^mx^, ato)«y, iaikartoyi afeamyfoxy, op^c»»a% ^^i^ited mt>ki&, 

^fyteuJfei^, s«*siamliElo, hetemcydavi and Sie me. 
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acfldinyf, phsrsami«lnyl, xsnlhensi and m «ss. 

The tetro "fisSsroG^r^r i5ie}:6f4es syijstsM^d hetefoe>'dsc growps, Si^stftuted fteteiSGyctfe 
irmjps refer m mmmy^iG poitps f ubi«s^ mh X2m 3 sti^fituferjls s^ssisd fmm m 
gpeyp corstiistirtg of the fcllcfs^Sng: 

(a) a\ky\; 

(c) hBk>; 

{4) 03S0, U., s*0; 

i) alko>iyesfffe<w3/«, such s« u«BSi^aiuted \mm sHeostyt^foortv^ 

{0) atos5yloj<j?j 

(si) siymtoi 
(r) ^f^w^, 

|w) s*iJjs«^d wfSi alM, <^ck5al<yL mm, i^rm. m\km, ac^amto, 

Applicant states tliat Examiner lists 12 different heterocyclic, aryl and heteroaryl groups. 

However, the Examiner maintains that since there are 12 different heterocyclic, aryl and 
heteroaryl groups are represented that does not mean that Applicant is enabled for the 
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entire scope of the claims as defined above. An appropriate action is requested to 
overcome this rejection. 

Applicant also attempts to cast doubt that Dr. Dorwald's comment on the 
unpredictability of organic chemistry. Applicant asserts that industrial chemist do not 
spend most of there time "finding out what went wrong and why". Examiner strongly 
disagrees. Industrial organic chemists, such as discovery organic chemist, are guided 
by such inquiries on a daily basis. Additionally, Dr. Dorwald's comment is not just 
directed towards research in the "academic world" as Applicant has asserted. Actually, 
since 1995, Dr. Dorwald has held position as medicinal chemist at Novo Nordlsk® - a 
world leading healthcare company - certainly not an academic research laboratory. 

Claim Rejections - 35 USC § 102 

Claims 1, 2, 3, 7, 8, 9, 11 and 33 rejected under 35 U.S.C. 102(b) as being 
anticipated by Luts (J. Pharm. Sci. 1971, 60, 1409-1411) have been withdrawn due to 
Applicant's arguments. 

Claims 1, 2, 3, 18, 19, 20, 22 and 33 rejections are withdrawn under 35 
U.S.C. 102(e) as being anticipated by Matsumoto et al (WO 2003029199 - US 
equivalent 2004/0259912 Al), but due to Applicant's amendments said claims are 
rejected under 35 U.S.C. 103(a) as being unpatentable over Matsumoto et al (WO 
2003029199 - US equivalent 2004/0259912 Al). This rejection is described in detail 
below under "35 U.S.C. 103(a)". 
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Claims 1,2,3, 7, 8, 9, 1 1 and 33 rejections are maintained under 35 
U.S.C. 1 02(b) as being anticipated by Ogawa et al (WO 9401 1 13 A1 ). 

Ogawa et al clearly discloses compounds and pharmaceutical compositions of 
Formulas I and la wherein R13 and R14=H, W=NR5C(0)R6 wherein R5=H and 
R6=methylphenyl and R1 and R2=H (see compound 2-149, page 146). 




Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 
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1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating. 

Claims 18, 19, 20 and 33 rejections are withdrawn under 35 U.S.C. 103(a) as 
being obvious over Matsumoto et al (WO 2003029199 - US equivalent 2004/0259912 
A1). 

The instant application claims compounds and pharmaceutical compositions of 
Formulas I and Ih wherein R1=H, W=NR5Z wherein R5=H and Z=C(0)NHPh and 
R2=Ph2CHO- (a substituted alkoxy). 

Matsumoto discloses compounds and pharmaceutical compositions of Formulas 
I and Ih wherein R1=H, W=NR5Z wherein R5=H and Z=C(0)NHPh and R2=Ph2CHO- 
(a substituted alkoxy) (see Example 396, Table 1, page 117 and paragraph 1682, page 
65). 




P.h2CH-0 



Matsumoto differs from the instant application at the position of W: Applicant's - 
NR5Z at the 3'-position versus Applicant's 4-position. These are positional isomers. 
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There is little difference between the NR5Z substituent being at the 3'-position as 
compared at the 4-position on the claimed structure of formula la. It is well established 
that position isomers are prima facie structurally obvious even in the absence of a 
teaching to modify. The isomer is expected to be prepared by the same method and to 
have generally the same properties. This expectation is then deemed the motivation for 
preparing the position isomers. This circumstance has arisen many times. See: Ex 
parte Englehardt, 208 USPQ 343, 349; In re Mehta, 146 USPQ 284, 287; In re Surrey, 
138 USPQ 67; Ex Parte Ullyot, 103 USPQ 185; In re Norris, 84 USPQ 459; Ex. Parte 
Naito, 168 USPQ 437, 439; Ex parte Allais, 152 USPQ 66; In re Wilder, 166 USPQ 545, 
548; Ex parte Henkel, 130 USPQ 474; Ex parte Biel, 124 USPQ 109; In re Petrzilka, 
165 USPQ 327; In re Crownse, 150 USPQ 554; In re Fouche, 169 USPQ 431 ; Ex parte 
Ruddy, 121 USPQ 427; In re Wiechert, 152 USPQ 249, In re Shetty, 195 USPQ 753; In 
re Jones, 74 USPQ 152, 154. There may be others as well. Thus, said claims are 
rendered obvious by Matsumoto et al. 

For example, "Position isomerism has been used as a tool to obtain new and 
useful drugs" (Englehardt) and "Position isomerism is fact of close structural similarity" 
{Mehta, emphasis in the original). Note also In re Jones, 21 USPQ2d 1942, which 
states at 1943 "Particular types or categories of structural similarity without more, have, 
in past cases, given rise to prima facie obviousness"; one of those listed is "adjacent 
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homologues and structural isomers". Position isomers are the basic form of close 
"structural isomers." Similar is In re Schechter and LaForge, 98 USPQ 144, 150, which 
states "a novel useful chemical compound which is homologous or isomeric with 
compounds of the prior art is unpatentable unless it possesses some unobvious or 
unexpected beneficial property not possessed by the prior art compounds." Note also 
In re Deuel 34 USPQ2d 1210, 1214 which states, "Structural relationships may provide 
the requisite motivation or suggestion to modify known compounds to obtain new 
compounds... a known compound may suggest it analog or isomers, either geometric 
(cIs V. trans) or position Isomers (e.g. ortho v. para)." See also MPEP 2144.09, second 
paragraph. Further, the reference provides for the ring being substituted In any position. 

The key to supporting any rejection under 35 U.S.C. 103 is the clear articulation 
of the reason(s) why the claimed Invention would have been obvious. The Supreme 
Court In KSR noted that the analysis supporting a rejection under 35 U.S.C. 103 should 
be made explicit. The Court quoting In re Kahn, 441 F.3d 977, 988, 78 USPQ2d 1329, 
1336 (Fed. Cir. 2006), stated that "[Rjejections on obviousness cannot be sustained by 
mere conclusory statements; instead, there must be some articulated reasoning with 
some rational underpinning to support the legal conclusion of obviousness."' KSR, 550 

U.S. at , 82 USPQ2d at 1396. Exemplary rationales that may support a conclusion of 

obviousness include: 

(A) Combining prior art elements according to known methods to yield 
predictable results; 
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(B) Simple substitution of one known element for another to obtain predictable 

results; 

(C) Use of known technique to improve similar devices (methods, or products) 

in the same way; 

(D) Applying a known technique to a known device (method, or product) ready for 

improvement to yield predictable results; 

(E) "Obvious to try" - choosing from a finite number of identified, predictable 

solutions, with a reasonable expectation of success; 

(F) Known work in one field of endeavor may prompt variations of it for use in 

either the same field or a different one based on design incentives or other 
market forces if the variations are predictable to one of ordinary skill in the art; 

(G) Some teaching, suggestion, or motivation in the prior art that would have led one 

of ordinary skill to modify the prior art reference or to combine prior art reference 
teachings to arnve at the claimed invention. See MPEP § 2143 for a discussion 
of the rationales listed above along with examples illustrating how the cited 
rationales may be used to support a finding of obviousness. See also MPEP § 
2144- §2144.09 for additional guidance regarding support for obviousness 
determinations. 

The aforementioned reasons above describe rationales that support a conclusion 
of obviousness based upon the KSR International Co. w. Teleflex Inc. decision. Letters 
(A) - (E) rationale is supported above. 
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Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply Is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action Is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 



Conclusion 

Applicant is respectfully reminded that it is required that all claims be amended to 
elected group. Examiner also warns Applicant not to introduce new matter when 

amending. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
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you have questions on access to tine Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to John Mabry, PhD whose telephone number is (571) 
270-1967. The examiner can normally be reached on M-F from 9am to 5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the Examiner's 
primary examiner can be reached at (571) 272-0684, first, or the Examiner's supervisor, 
Janet Andres, PhD, can be reached at (571 ) 272-0867. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

/John Mabry/ 
Examiner 
Art Unit 1625 

/Rita J. Desai/ 
Primary Examiner, Art Unit 1625 



